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Applicant 



ATRIA MEDICAL [MG. 




1 . Tliiti international preliminary reix^rt on patenttibility (Chapter I) is issned by the International Bureau on behalf of the 
Intert:kational Searching Authority nnder Rule 44 his. 1(a). 


This REPORT consists of a total of 4 sheets, inchiding this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international prehminary report on patentability (Chapter I) instead. 


3. This report contains indications relating to the following items: 



Box No. 

I 

Basis of the report 

□ 

Box No. 

IT 

Priority 

□ 

Box No- 

ni 

Non-establishment of opinion v/ith regard to novelty, inventive step and industrial 
apphcability 

□ 

Box No. 

IV 

Lack of unity of invention 


Box No. 

V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability: citations and explanations supporting such statement 

□ 

Box No. 

VI 

Certain documents cited 

□ 

Box No, 

VII 

Certain defects in the international application 

□ 

Box No. 

VIII 

Certain observations on the international application 


4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44Z?/5.3(c) and 93bis.l but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44^/.y .2). 
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FOR FURTHER ACTION 

See paragraph 2 below 


International application No. 
PCT/1L05/00131 


InterfiatlonaJ filing date (day/month/year) 
03 February 2005 (03.02.2005) 


International Patent Classificatioii (IPC) or both natioixal classirication and IPC 

IPC: A61M 5/0(K 2006.01) A61M I/10( 2006.Ol);A61F 2y^4( 2006.01) 
USFC: 604/8,9;623/2. 1,3. 1 


Priority date (day/month/year) 
03 February 2004 (03.02.2004) 


Applicant 

ATRIA MEDICAL INC. 


1 . This opinion contains indications relating to the fotloiving items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty^ inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43£fij.l(a)(i) with regard to novelty^ inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary- Examining Authority ("IPEA") except that this does not apply where the, s^plicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. Ibisfb) 
that written opinions of this International Searching Authority wiiJ not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA;220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/22P. 



Box No. I 

□ 

Box No, n 

□ 

Box No. Ill 

□ 

Box No. IV 


Box No, V 

□ 

Box No. VI 

□ 

Box No. VII 

□ 
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Name and mailing address of the ISA/ US 
Mail Stop PCT, Attn: ISA/US 
Commissioner for Patents 
P-O. Box 1450 

Alexandria, Virginia 223 1 3- 1450 
Facsimile No. (571) 273-3201 


Form PCT/ISA/237 (cover sheet) (April 2007) 


Date of completion of this opinion 
24 March 2008 (24.03.2008) 


Authorized officer 
Tatyana Zalukaevj 

Telephone No. (571 )472-3233 J 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

j Box No. 1 Basis of this opinion 


International application No. 
PCT/IL05/0013I 


I. With regard to the langeage^ this opinion has been established on the basis of: 
El the international application b the language in which it was filed 

c'^SSt'^tbr^jro^^^ ''^"^'^'^ '"'^'^'''^ - ^''^ ^'-tion. this opinion has been 

a. type of material 

a sequence listing 

table(s) related to the sequence listing 

b. format of material 

on paper 

in electronic form 

a time of fiJing/fiiraishing 

contaiiaed in the international application as filed, 

□ filed together with the international application in electronic fomi. 

□ furnished subsequently to this Authority for the purposes of search. 

^ ^ Ir SS.r^^.Jf^ ""^^ "^"^ T ^'^^^^ """^y ^^^^^ ^'''^''^ table{s) relating thereto has been filed 

5. Additional comments: 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


Internationa] application No. 
PCr/lLO5/0O13l 


Box No. V Reasoned statement under Rule 43 b£sA{ai)(i) with regard to novelty^ inventive step or Industrial 
applicability; citations and explanations supporting such statement 

1. Statement 


Novelty (N) Claims NONE YES 

Claitns UT7 ; , _NO 

Inventive step (IS) Claims NONE ] YBS 

Claims 1-27 ] NO 

Industrial applicability (lA) , Claims U27 \ YES 

Claims NONE ^ ^NO 


2. Citations and explanations: 

Claims 1-27 lack novelty under PCT Article 33(2) as being anticipated by Alfemess et aL (US 2004/016514). Alfemess discloses a 
differential pressure regulating device comprising a shunt that is positioned between the left atrium and right atrium of the heart. The 
device comprises a flow-regulating valve that adjusts to regulate pressure between the atria based on a pressure threshold. The device is 
implant in the atrial septum, such that it establishes fluid communication between the atria. 


Claims 1-6, 9-12, and 15-22 lack novelty under PCT Article 33(2) as being anticipated by Wolf et aL (US 6,641,610). Wolf discloses a 
device for regulating pressure between two lumens in the heart An adjustable valve is disposed in ibe lumen to selectively cover the 
opening and regulate the flow of fluid through the shunt A control mechanism (30) is coupled to the valve to remotely activate the 
valve. The shunt continuously regulates the pressure between the two lumens of the heart 


Claims 7, 8, 13, 14, arid 23-27 lack an inventive step under PCT Article 33(3) as being obvious over Wolf et a!. (US 6,641,610). Wolf, 
however, does not explicitly state that shunt is implanted in the interatrial septum, between the right and lefl atria. Wi!k, however, 
suggests that the implant may be used to regulate flow between and chambers of the heart, ai?d may be used on any heart wall, including 
the interatrial septum (see Column 3, Line 25 through Column 4 Line 18). Therefore, it woald have been obvious to one of ordinary 
skill in tiie art at the time of invention to place the flow and pressure regulating shunt of Wolf in the interatrial septum, such that 
pressure-regulated bypass from one atrium ot the other may be established. 
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